
5 10O(k) Summary AUG IbO

Applicant /Sponsor: DePuy Orthopaedics Inc.
700 Orthopaedic Drive
Warsaw, Indiana 46581-0988
Establishment Registration No.: 1818910

Contact Person: Nancy S. Friddle
Project Manager, Regulatory Affairs
Tel: (574) 371-4923
Fax: (574) 371-4987

Proprietary Name: TruMathTM Personalized Solutions

Common Name: Total Knee Prosthesis

Classification Name: 21 CER 888.3560: Knee joint patellofemorotibial
polymer/metal/polymer semni-constrained cemented prosthesis.
Class 11

Product Code: JWH

Subsequent Product Code: OOG

Device Description:

Subject of this prema-rket notification are TruMatchTM Patient Specific Instruments which are
designed and manufactured from patient imaging data and used with other DePuy Orthopaedics
implants.

Indications and Intended Use:

The TruMatchTM Patient Specific Instruments are intended to be used as patient-specific surgical

instrumentation to assist in the positioning of a joint replacement component intra-operatively and

in guiding the marking of bone before cutting.

The anatomical landmarks necessary for the creation of the TruMatchTht Patient Specific

Instruments must be present and identifiable on CT.

The TmuMatchTM Patient Specific Instruments are intended for use with Sigma®D Total Knee
Implants and AttuneTm Total Knee Implants an& their cleared indications for use.

The TruMatchTM Patient Specific Instruments are. intended for single use Only.

00073



Summary of Technologies /Substantal Equivalence:

The TruMatchTM Patient Specific Instruments have the same indications, intended use, similar
design and are substantially'equivalent to the Smith & Nephew's Patient Matched Cutting Blocks
and also to the traditional instruments that are associated with the Sigma® and AttunieTM cleared
knee implant systems. The TruMatch TM Patient Specific Instruments are used in conjunction with
the DePuy Orthopaedics, Inc Sigma and Attune implant systems identified in the table below.

System 510k -Clearance flate

Sigma Total IKnee System K(882234 10/20/1988

K(884796 3/29/1989

K(943462 12/21/1994

1(C950010 5/15/1995
K(944538 9/26/1995
K(961685 7/10/1996

K(961685 7/10/1996

K(971189 7/17/1997
K(971189 7/17/1997
K(082500 11/18/2008

Attune Total Knee System K(101433 12/10/2010

Non-Clinical Testing:

The following resting was performed to demonstrate the substantial equivalence of the TruMatchTM

Patient Specific Instruments to the predicate devices.

* TruMatchTM Dimensional Stability Test

* Cadaver Accuracy Study

* Design Process and Design Software Repeatability Study

" Software Validation and Verification Summary

The tests results demonstrate that all acceptance criteria were met.

Clinical Testing:

Clinical testing was not necessary to determine substantial equivalence between the TruMatchTM

Patient Specific Instruments and the predicate devices.
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DEPARTMENT OF HEALTH & HUMAN SERVICES IPublic IlIcaildhi evice.4 Food and1 Ditto Adn iSI tlisLo
0903 \Nc\% Iampsbii-c Avenue

Docuenit Cntrol lRoom -\V066-G009
Silver Sprtiig. NlO 20993-0002

De luy Orthlopaedics, I no.
%/ Nis. Nanfcy' S. Fridd Ic
project N'1an agucr. Re an Iate I A ffai rs
700 Orthopaedic Drive
Warsaw, Indiana 4658 1-0988 i

Re: 110397
Trade/Device N ame: DePuy Irn Match1 PIIatient Specific In1stumLients
Regulation Number: 21 CE-R 888.3560
Regu llatioll Name: Knee joint v'at llefernoretibial p0 lvmer/muetal/pelvmer semi-constrainled

cemnented prosthesis
RegullatoryClass: C lass 11
Product Cede: JWI-L. OOG
Dated: June 15, 2011
Received: June 16, 2011

Dear Ms. Friddle:

We have reviewed your Section 510(k) premarket notification of intent te market the device
referenced above and have determined the device is Substantially equivalent (for the indications
for use stated Inl thle enclosure) to legally marketed predicate devices markLeted in interstate
commerce prior to May 28, 1976, the enactment date of the Medical Device Amendments, or to
devices that have been reclassified in accordance with tile provisions of the Federal Food, Drug,
and Cosmetic Act (Act) that do not require appi oval of a premarket approval application (PM/A).
You may, therefore, market the device, subject to the general controls previsions of' the Act. The
general controls provisions of the Act include requlir'eents for annual registration, listing ef
devices, good manufacturing practice, labeling, and prohibitions against misbranding- and
adulteration.

If Your device is classified (see above) into either class 11 (Special Controls) or class Ill (PMVA), it
may be Subject to additional controls. Existing major regulations affecting your device can be
Found in the Cede of Federal Regulations, Title 2 1, Parts 800 to 898. Ini addition, FIDA may
publish further annuncements concerning your device in the Federal Register.

Please be advised that FDA's issuance of a substantial equivalence determination does not mnean
that FDA has made a determination that your device complies with other reqiluirets of the Act
or any Federal StattCS and regulations administered by other Federal agencies. You lMuLst

cornply with all the Act's requirements, inll~udingl, bLut not limited to: registration and I isti nf (2 1
CF-,R P)art 807); label ing (291 Clii lpart 801 ); medical device reporting (reporting ofimedical
device-related adverse events) (2 1 CFR 803); good muanlufacturing practice requiremlents as set



lPaue 2 - N'! s. N ancv S. Fridd Ic

IForth in the qluality systems (QS) regulation (2 1 CFR I'm Pat 820); and if app! icable. the celectronic

I)i'oC(t ra diationl ControlI p rovision s (Sect ions 53 1-542 o l the Act) ; 2 1 CFR t1000- 1050.

If youI des ire specilie advic~e ori your device oil our labeli ng regulation (21 CF R Part 80 1I), please
go to hitti)://ww\w%.I'cld.A-ov,/AbOultl-'DA/CeintersOtffices/CDRI-l/CDKklOffices/uicni I1I5802 hn for
the Center for Devices and] Radiological Health's (CDRIl's) Office of Compliance. Also, please
note the reCUlation entitled. Mivisbranding by reference to prernarket notification' (2 1 C FR Part
807.97). For questions regarding the reportin of adverse events Under the N4DR reguLlationl (2 1
CFR Part 803)), please go to
litfip://\vv. fda. Lzov/N'Ild cal Devices/Saiewv/Repota,lroblemi/defauttlt.hitmr for the CDRI-I 's 0ffie
SF S ur'VeilIlance and 13 i ometries/Di vision of Postmarket Surveillance.

YOU may obtain other general in formation onl your responsibilities Under the Act Fromi the
Division of S ma! I ianU facturers. International and ConIsumFer Assistance at its toll- lice number
(800) 638-204 1 or (30!) 796-7100 or at its Internet address
litti)://W\V%.Fdal~.u-ov,/I\edica l[)Devices/Resouricest'1 orLo/lnidustrv\/dlefault.htnii.

Sincerely yours,

MakNielkerson
Director
Division of' Surgical, Orthopedic,

and Restorative Devices
Office of Device Evaluation
Center for Devices and

Radiological Health

Enclosure



2. INDICATIONS FOR USE

510(k) Number (if known):

Device Name: DePuy TruMatch'h Patient Specific Instruments

Indications for Use:

The TruMatchTM Patient Specific Instruments are intended to be used as patient-specific surgical

instrumentation to assist in the positioning of a joint replacement component intra-operatively and

in guiding the marking of bone before cutting.

The anatomical landmarks necessary for the creation of the TruMatchTM Patient Specific

Instruments must be present and identifiable on CT.

The TruMatchTM Patient Specific Instruments are intended for use with Sigma® Total Knee
Implants and AttuneTm Total Knee Implants and their cleared indications for use.

The TruMatchTm Patient Specific Instruments are intended for single use only.

Prescription Use X AN /ROver-The-Counter Use ___

(Part 21 CER 801 Subpart D) AN/R(21 CFR 801 Subpart C)

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF
NEEDED)

Concurrence of CDRH, Office of Device Evaluation (ODE)

Division&o Surgical, *Orthopedic,
and Restorative Devices-
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